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e Support project conduct, logistics, and track project status

« Develop and maintain relationships with external physicians and
scientists, study sites/research institutions to initiate and facilitate
projects.

'  Monitor data collection

« Maintain policies and procedures (SOPs) related to clinical registries and
studies, which guarantee high quality and efficient operation

« Support publication and improve quality .
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1. Question & answers

Clinical question
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' Strategic consultation

Meta-analysis Patient registry Clinical trial
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2. Case Report Form (CRF)

3. Ethical approval

' 4. eCRF (electronic case report form)
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5. User’s guide

6. Local training to data managers

' /. Organize patient involvement locally
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% 3. Recruitment
of new centers
1. Data _
recording =
'ﬁl 2. Quality
' assurance
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DA Basic description
. and exploratory

analyses
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Data cleaning Analysis plan

Manuscript writing

~




\

TRANSLATIONAL OngOing regiStrieS TM

MEDICINE TRANSLATIONAL
MEDICINE

Gastroenterology Cardiology

* Pancreas Registry « Cardiomyopathy Registry
ERCP Registry « Acute Heart Failure Registry
Celiac Disease Registry * Registry for Atrial Fibrillation and Flutter Patients
NAFLD Reqgistry « QT Registry, Understanding the characteristics of QT-
Wilson’s Disease Registry variability and cardiovascular autonomic neuropathy in
Achalasia Registry diabetes
IBD Registry
Esophageal Cancer Registry Traumatology

Cystic Fibrosis Related Pancreatic Disorders Registry « SupraCondylaer Humerus Fracture Registry
« Gastrointestinal Bleeding Registry

 Decompensated Liver Research and IT System Registry
* Pancreatic Cystic Neoplasms Registry

Endocrinology
« Acromegaly Registry
* Chest Neuroendocrine Tumor Registry

Infectology

« COVID-19 Registry .
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with ethical approval

MEDICINE

Gastroenterology
« Autoimmune Liver Disease Registry
« Walled-off Pancreas Necrosis Registry

Dentistry, Oral and Maxillofacial Surgery

» Registry of Oral Potentially Malignant
Disorders

« Cleft Lip and Palate Reqgistry

Otorhinolaryngology
« Sudden Sensorineural Hearing Loss Registry
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Gastroenterology Dentistry, Oral and Maxillofacial Surgery
 APPLE-F (Analysis of Pediatric Pancreatitis Follow-up) « Temporomandibular Disorders Registry

« Polyposis Registry

- PEG Registry Otorhinolaryngology

Cardiology « HPV associated head and neck squamous cell
* Reconstruction based on Coronary Registry with the use of 3D carcinoma
modeling

Endocrinology

« Reperfusion and Arrhythmia Registry . Graves-Basedow Disease Registry

* CTO Registry, Morphological Assessment and Reopening of
coronary Vessels in CTO

Immunology-rheumatology

« Systemic sclerosis associated interstitial
pneumonitis registry

« HUNOS Registry HUNgarian adult Onset
Still's disease registry

« HUNTER Registry, HUNgarian enTERopathic
arthritis registry

 HURA Registry, Hungarian Rheumatoid
Arthritis registry

Hematology Neuropsychiatric lupus registry
« Multiple myeloma registry

Neurology

* Muscular Dystrophy Registry

« NMOSD-MOGAD Registry, Neuromyelitis Optica
spectrum disorder and Mog Antibody Disease

Infectology
» Clostridioides difficile Registry
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Thank you for your attention!
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The decision about the registry,
aims and international research

Klementina Ocskay
' Pécs, Hungary
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A patient registry Is an organized system that uses
observational study methods to collect uniform data (clinical
and other) to evaluate specified outcomes for a population
defined by a particular disease, condition, or exposure, and
that serves a predetermined scientific, clinical, or policy
purpose(s).

)

Gliklich RE, Dreyer NA: Registries for Evaluating Patient Registries: A User’s Guide: AHRQ publication No. 07-EHCO001. Rockville, MD. April 2007
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Clinical improvement cycle

Data recorded Data transferred
by clinicians to registry

Data

‘ REGISTRY

4
= =
' Data compiled
N p

and analysed
Knowledge

Z

Clinical care

, M Regular reports that
Improvement in include benchmarks
clinical care Regular and outliers

TS~ feedbackis —

provided back
to clinicians
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The registry is SUITABLE for analyzing
= epidemiology

= risk factors

= course of the disease

= associations

The registry is SUITABLE for
= establishing protocols
' = calculating sample size for clinical trials

The registry is NOT SUITABLE for discovering

= causality

= differences between therapies or interventions




\

TM Strengths and limitations ™

MEDICINE TRANSLATIONAL

MEDICINE

TaeLe 1 Strengths and limitations of registry-based studies

Strengths Limitations

Longitudinal data of large sample size Assessment or treatment criteria may be not uniform—
Track the natural history of the disease over time potential for selection bias
Track the long-term effectiveness and safety of Patients seen in diverse centres/countries
treatments Lack of data verification
Enable time-to-event analysis May not have complete data/follow-up
Allow subset analyses Patients are not monitored as rigorously as in randomized con-
Essential information source for rare diseases trolled studies—the rate of some events may be
Provide generalizable evidence underestimated
Provide evidence of the effectiveness of treatments in Data are collected anonymously—avoid duplicate records on
the real world same patient
Generate new hypotheses for further investigation No control population

Potential for industry influence on analytical methods

Galluccio F et al. Registries in systemic sclerosis: a worldwide experience. Rheumatology (Oxford). 2011 Jan;50(1):60-8.
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Providing data fo researchers
Demographic of patients — trends, influencing factors?

Current treatment landscape — areas of concern and progress

Preparing clinical trials — e.g. sample size calculation
= Connecting physicians

' = Data-driven care
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* [nternal vs external validity

* Missing data

= Bias and confoundig factors
' = Design is not suitable to test hypothesis

= Only associations can be drawn

) N
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Management of Familial Adenomatous Polyposis Management of Juvenile Polyposis Syndrome in Children
in Children and Adolescents: Position Paper From  and Adolescents: A Position Paper From the ESPGHAN
the ESPGHAN Polyposis Working Group Polyposis Working Group

“Warren Hyer, 'Shlomi Cohen, *Thomas Attard, *Victor Vila-Miravet, 'Corina Pienar,

. # N ) T . ! *Shlomi Cohen, "Warren Hyer, B Emmanuel Mas, Marcus Auth, "Thomas M. Antard,
Marcus Auth, "Seth Septer, "Jackie Hawkins, " Carol Durno, and “Andrew Latchford

* Johannes Spalinger, TAndrew Latchford, and ** Carol Durno

Should children and fsfmilies with famil?al . TABLE 7. Areas requiring research in the field of juvenile polyposis
adenomatous polyposis be managed within a
polyposis reqgistry? Does a specific paediatric colonic juvenile polyposis phenotype predict

colorectal cancer risk in adulthood?
Are children and adolescents with 4 or 5 metachronous juvenile polyps and

Recommendation 9:

Where feasible, children and adolescents should be no identifiable mutation at risk of gastrointesinal malignancies m
enrolled into their regional or national polyposis registry adulthood?

pending on local and national provision) to coordi- Chemoprevention in juvenile polyposis including collaboration with basic
nate their care. Polyposis registries improve outcome for scientists to better understand underlying mechanisms.
FAP patients by improving the rate of diagnosis of FAP Well characterized juvenile polyposis kindreds with multiple affected

and reduce the incidence of CRC.
(weak recommendation, moderate-quality evidence,
consensus agreement 100%)

members and no identifiable mutation require genomic evaluation in order
to identify additional genes involved in juvenile polyposis phenotypes.
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= What is/are your/our aim(s)?
* |s registry the best way to acheive it/them?

= Registries in this field? (International or national?)

= EBM guidelines, position papers
' = Cohort analyses

= |sitan acute or chronic registry?

) N
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ACUTE PANCREATITIs FORMB FORM A FORM B FORMC ORME FORM | FORM P
Furtherdays Admissionfo Follow-up Complication form Endowopic forn Images form Pregnancy form BD
REGISTRY
Pl el T CROHN'SDIS CROHN'SDI CROHN'S DISEASE CROHN'SDISEA CROHN'S DISE CROHN'S DISEASE s A COLTS
1. Patient personal details RegistarAP No: Pa Patient personal details -
1. Patient pe Name: Dottor code: In 1 Patient p Patie Country:
\nsurance number: Pedlatn( pancreatitis: yes / no / no data N Ins Insurance number:..........ccceevvevnvainnnnanan City.
. ion date: I : o Nai NAe: . Hospital:
Date of Birth:. Last day of treatment: D: A Tnsuranc Insur ot
Gender: C : Name:... Name Dat Dateof birth:................. Doctor:
Name: 2, status Gy L Date of b Date ¢ Ca Contact TUmber:...........ooovveeirneiieenieeeeen.
Race: Blood pressure (Hgmm):.....ooocoooooeeeeeeoe Heart rate (/minute):.......oooooooeoeee. Eq ¢ Contact 1 Conta
Childhood pancrea Body weight [kg];J S mv height (cm]:... { ., B C Pregnancy
. iratory rate (/ | v temperature (axillary, - Was the patient pregnant before? no
Admission date: ..| Oxygen saturation (%): ... Previous 02 therapy: yes/no/no dﬁ‘ﬁ Al Tleo—<c If yes, thlganumbg:'tofconcamgs_}j%_/ ___________________________ (piece)
Last day of treatmgq Abdominal tenderness: yes / no / no data Abdominal guarding: yes / no / no data T L Intest - the number of live births: (piece)
Jaundice: yes / no / no data Ti . mesto o TR A I
Date of interview: if yes: rect %fhﬁ
) v carcinoma d Pregnancy: yes/ no
3. Lab results (if any) W o : £ ¥:
P Localisatio The B .
2. Details fro Dot The & if yes. the date of pregnancy:. ... (year. month)
Amylase increased more than 3x yes [ no [ no data W Therapy: . . .
The clinical final Pa . Indic: the way of gefting pregnant: spontaneous / assisted reproduction
and the questionn| Lipase increased more that 3x ves [ no [ no data It M N Bl ¢ number of pregnancy weeks:................. (weeks)
Aleohol consumptif Amylase (Ufl) Devic Disease activity:
if yes: freg Lipase (U/]) At conception: active/ in remission
am White blood cell {(WBC) count (G/1) Prepa First trimester: active/ in remission
For Red blood cell (REC) count (T/1) 2. P Second trimester- active/ in remission
Total alcoh Hemoglobin (g/1) Conversion: mmal/l T N Inl Third trimester active’ in remission
ifnot Did Hematocrit (%) Sy If yes: IED-
iyes: | Thrombooyte (G/) ___ if yes, nar Live birth: yes/ no
Glucose {mmol/1) Canversion: mg/dL Dat " Premature birth: es/ no
Blood urea nitrogen (mmol/l) Conversion: mg/dL T: i Caesarean 01)812;11011' yesllr o
Creatinine (umol/l) Conversion: mg/dL =AY The weight of the ne-wbom baby:...........
PR - 4 He Prem: APGAR of the newbom baby (0. mimute):
Guide for e Creactive protein (me/) If yes: IED- APGAR of the newborn baby (10. minute):
1 dibeer (2 ASAT/GOT (U, B N N |
] Sl Vital Congenital Developmental Disorder: yes/ 1o
: & dehydrogenase LDH (/) 2 if ' If fthe Congenital Devel tal Disorder:
1 di hard dri Calcium (mmol/l) Al :_‘:‘;T:E::': ves, type of the Congeni elopmental Ihsorder.. ...
smokinz, Only arterial blood gas parameters should be registered. Please indicate the measuring condition of blood I Abortion: yes/ no
if yes: : s - artifict
it yes :’0” gas parameters pe Insufi If yes: artificial/ spontaneous
P Measuring conditional of blood gas parameters: NfA [ room air / 1009 Oz ! 3
ac Previous 02 therapy:  yes/ no / no data C ;Iyer. ths: Tmage Ectopic pregnancy: yes/ no
[ sodium (mmal/l) [ | I If yes: IBD- Bosto:
| Potassium (mmol/1) | | ) Localisatio
s TNM stage
fi Date:..
/ Thera
HUNGARIAN PANCREATIC STUDY GROUP
HPSG Chair: Péter Hegyi Tel: +36 70 375 1031 e-mail: hegyi2008@gmail.com
director: Andrea Szentesi Tel: +36 70 293 7637 e-mail: sz
Address: Korényi fasor 8-10,, 6720 Hungary
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Alcohol consumption: yes / no / no data
if yes: frequency: accasinnalnymanthlvfweeklﬁdailv
amount (g/occassion).....
For how many years? ... -
Total alcohol consumption in thE Iast 2 weeks

if not: Did the patient drink alcohol earlier? yes/no/ no data
if yes: frequency: ocC caf.i[:-nallv,u" monthly/weekly/daily
amount (g/occasion)......
For how many years?....
How long ago did the patlent stnp dnnklng alcnhc:l'? ..........................

Guide for estimation of the amount:

1dl beer (4.5 vol. %) = ~3.5 g alcohol

1 dl wine (12.5 vol. %) = ~10 g alcohaol

1 dl hard drink (50 vol. %) = ~40 g alcohal

Smoking: yes / no/ no data
if yes: amount (cigarettes/day):......ccccoreenne.
How many years ago have you started? .........ccccoeeecincviens

Pack year (automatically calculated) .........ccciiciciinennns

if not: Did the patient smoke earlier? yes/no/ no data
if yes: amount (cigarettes/day).....
For how many years?....
Pack year: Eautnmatlcall-,r calculated}
How long ago did the patient stop smnkmg?
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Am J Gastroentercl. 2017 Dec;112(12):1896-1894. doi; 10.10328/ajg.2017.393.
Novel PRSS1 Mutation p.P17T Validates Pathogenic Relevance of CTRC-Mediated Processing of
the Trypsinogen Activation Peptide in Chronic Pancreatitis.

Németh BC'-2, Sziics A%, Hegyi P*7, Sahin-Tath M.
o
ipege: www.elseviar.com/locate/pan 1 _&

Pancreas. 2019 Feb43(2)e12-e14. doi: 10.1097MPAO000000Q00001214.

Evaluation of the Pathogenic Significance of the Novel p.T58M Chymotrypsin C Variant in

e ate secreting anion exchanger
Recurrent Acute Pancreatitis. 5 5
Neémeth BC', Heqyi P, Takdcs T. egyi * %, Istvan Hritz *, Laszlé Czako *,

eeeern o 3 mans e+ —memmw —3aba Németh 9, Judit Gervain ®, Ferenc Izbéki ®,

) L .y R ) ) Adrienn Halasz ©, Dezsd Kel , Richard Szmola %, Janos Movak ", Stefan Crai "
Eszter Hegvi, MD, *} Andrea Geisz, PhD,*} Miklos Sahin-Toth, MD, PhD,; Monique H. M. Derikx, MD,} ﬁn:-lt:rljlr;és ? ::ji aniEcEzae i isearﬁel:-]'lurln ; jal:'lértzan-‘t’c.laragar ag;risn ag?Bocri 1 Exl A ?alrl-::as "

. v - + - ' #* L : £ wh ol \ . . - 21 . - z -
Balazs Csaba Ne{nerh, M[?, PhD.,} {njm.'a Balats, MD, Istvan Hm;, MD,’PhD, Ferenc Izbéki, MD, PhD,§ Jdnos Siimegi ", Attila Szepes °, Zsolt Dubravcsik °, Natalia Lasztity P, Andrea Parniczky °,
Adrienn Haldasz. MD.§ Andrea Parniczkv. MDD/ Tamas Takaes. MDD, PhD. DSe. * eEr o8 sl e T i wacl 7l Szentkereszty ©

PlLoS One. 20138 Mov 8;13(11):20206369. doi- 10.1371journal pone. 0206569, eCollection 2015, 15 Sahin-Toth *, Jonas Rosendahl ™,
in Pancreatic Study Group

The common truncation variant in pancreatic lipase related protein 2 (PNLIPRP2) is expressed
poorly and does not alter risk for chronic pancreatitis.

Németh BC'2, Pesei ZG'2, Hegyi E'-2, Sziics A*, Szentesi A%2, Hegyi P22, Lowe ME®, Sahin-Tath M™.

Article

Genetic Analysis of Human Chymotrypsin-Like
Elastases 3A and 3B (CELA3A and CELA3B) to Assess
Anita Balazs, MD, the Role of Complex Formation between Proelastases
First Department of Medicine, University of Szeged, Szeged, Hungary and Procarboxypeptidases in Chronic Pancreatitis

- o - ' - an A e o

A Common CCK-B Receptor Intronic Variant in Pancreatic
Adenocarcinoma in a Hungarian Cohort

Andrea Parniczky 1t, Eszter Hegyi 1'¥, Anna Zs6fia T6th 1, Akos Sziics 2, Andrea Szentesi %4,
Aron Vincze 5, Ferenc Izbéki ®, Balazs Csaba Németh ?, Péter Hegyi ** and Miklés Sahin-Téth 1+
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. Be sure that establishing a registry is the best way to answer
your guestions and reach your scientific goals

2. Incorporate the knowledge and experience of international
registries
' 3. Be aware of the benefits and pitfalls of your registry
4. Build up a disease specific biobank (if feasible)
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Thank you for your attention!
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PRACTICE:

Registry Article Overview

Balint Eross
Pécs, Hungary
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6 Question

6 Answers

' Each group presents 1 Answer
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1. What is the objective/nypothesis of the study?
2. Why is the question raised important (so what???)?

3. What are the major data sources? Can you judge how reliable they are?

4. What are the eligibility criteria? Would you add extra criteria or subtract any of
them?
' 5. Why did use standardized incidence instead of raw incidence?

6. How long is the observation period? Does it impose any form of bias?

) N
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Thank you for your participation!
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